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	Primary objective:
	To determine the effect of the Homeless Health Response Bundle on reattendances within 28-days to the St Vincent’s Hospital Melbourne Emergency Department. 

	Rationale:
	There is compelling evidence that people experiencing homelessness are more likely to experience poor health outcomes and die up to 30 years prematurely. Housing status has a substantial impact on a person’s burden of disease and injury, and capacity to access care, yet healthcare professionals do not routinely screen for housing status. Without identifying the level of homelessness, it is not possible to respond appropriately to the often, complex healthcare needs and health-related vulnerability of people experiencing homelessness. For this reason, we have developed an intervention called the ‘Homeless Health Response Bundle’ to improve access to healthcare in the Emergency Department setting. The Homeless Health Response Bundle comprises the Homeless Health Access to Care Tool to assess the level of health-related vulnerability, and a Decision Assistance Guide that facilitates the prioritisation of health needs and streamlines healthcare for people experiencing homelessness. Testing the impact of this tool on access to healthcare is required.

	Study design:
	Phase II hybrid randomised controlled trial 

	Sample size (by treatment group):
	104 patients in the intervention group and 104 patients in the control group

	Study arms (interventions and controls):
	One group will receive the Homeless Health Response Bundle. 
The other group will receive usual care.

	Study outcome measures (primary and secondary):
	Primary outcome is a 20% reduction of reattendances to the St Vincent’s Hospital Melbourne Emergency Department within 28-days. 

Secondary outcomes:
1) Acceptability of the Homeless Health Response Bundle to Emergency Department staff members
2) Acceptability of the Homeless Health Response Bundle to patients.
3) Patient satisfaction with the healthcare received
4) Patient’s perceived quality of life
5) Cost-effectiveness of the Homeless Health Response Bundle.
6) Impact on access to care measured by:
a. Did not wait to be seen
b. Referrals to other health professionals
c. Disposition (admission/discharge)
d. Length of time waiting to be seen
e. Triage category
f. Length of time in the emergency department
g. Clinical investigations undertaken
7) Feasibility of conducting a Phase III clinical trial, through analysis of recruitment rate, drop-out rate, effect size
8) Implementation outcomes, feasibility, acceptability, appropriateness, attitude change toward homelessness.


	
	


Introduction and rationale
1.1. Background
People experiencing homelessness have poorer health outcomes and die up to twenty years earlier than the general population (Rae & Rees, 2015; Linton & Shafer, 2014; Moore, Gerdtz & Manias, 2007). The 2016 Census-estimated 116,427 people are experiencing homelessness in Australia, Aboriginal and Torres Strait Islander peoples account for up to 20% of this population (ABS, 2018). Of these, only 7% were reported as ‘rough sleeping’, the remainder experienced less obvious forms of homelessness including couch surfing, or living in crisis accommodation (ABS, 2014). Homelessness can be challenging to detect because people may provide a fictitious address and is often undetected in patients presenting to mainstream healthcare services (Lee et al., 2019). Mortality rates in people living in high-income countries experiencing homelessness are ten times those of the general population; suggesting an extreme association between mortality and social exclusion (Aldridge et al., 2018). While their health needs in view of their disease burden and injury are greater, people experiencing homelessness are less likely to access primary health services, and more likely to seek emergency department care, with higher rates of re-presentation (Moore et al., 2011).
Despite the impact of homelessness on health outcomes, current models of care do not routinely screen people for homelessness or provide an adequate response (Clifford et al., 2022). The invisibility of homelessness results in missed opportunities for appropriate healthcare responses, which increases the likelihood of poor health outcomes, and costly healthcare. 

Homelessness in Australia
Homelessness can be defined in three categories, i) primary – street or rough sleeping; ii) secondary – temporary or crisis accommodation such as couch surfing, boarding house; iii) tertiary - boarding house tenancy (Chamberlain & MacKenzie, 2006). Homelessness is prevalent across Australia, with greater than 116,000 people experiencing homelessness (ABS, 2018). The Bi-Annual City of Sydney Street Count reports 272 people sleeping on the streets in the Sydney Local Government Area and 288 people sleeping in crisis and temporary accommodation (City of Sydney, February 2021). In Melbourne, the most recent Streetcount reported 279 people sleeping on the streets (Streetcount, 2018). 

The Australian Bureau of Statistics’ (ABS) definition of homelessness describes a person as homeless if they do not have suitable accommodation and live in an inadequate dwelling, have no or limited/non-extendable tenure, and have no control of/no access to or space for social relations (ABS, 2018). Homelessness is an umbrella term used to describe four broad population groups 1) Rough sleeping; 2) Supported accommodations (e.g. refuges & crisis accommodation; 3) Short –term accommodation without tenure (e.g. boarding houses, hostel, caravan, couch surfing); and 4) Accommodation in institutional settings (e.g. hospitals, drug and alcohol rehabilitation centres, jail) (Flatau et al., 2018). 

Preliminary work
The Homeless Health Response Bundle has been in development since 2019. The inspiration from the project came from the clinical practice of Associate Professor Jane Currie at St Vincent’s Hospital Homeless Health Service Sydney. The intent of the Homeless Health Response Bundle is to improve access to health care by identifying and prioritising people experiencing homelessness based on their health need and their ability to access healthcare. The Homeless Health Response Bundle comprises the Homeless Health Access to Care Tool (Appendix 1), designed to measure the level of health-related vulnerability and the Decision Assistance Guide (Appendix 2), which is designed to support clinicians’ decision making in providing healthcare to people experiencing homelessness. Health-related vulnerability is the burden of disease and/or injury combined with a person’s capacity to access care, in terms of their ability to seek, perceive, reach, pay and engage healthcare (Levesque et al., 2013).

The Homeless Health Response Bundle is underpinned by two scoping reviews of existing vulnerability indices and behavioural models for vulnerable populations. Findings from these reviews supported the adaptation of the Vulnerability Index Service Prioritisation Decision Assistance Tool (VI-SPDAT), which is the most used tool to prioritise people for housing in Australia. With permission of the original developers, the VI-SPDAT was adapted into the now 24-item Homeless Health Access to Care Tool. A Delphi study was conducted to gain consensus on the items in the Tool (Currie et al., 2022).  Recent psychometric testing of the Homeless Health Access to Care Tool reflects a high level of reliability and internal consistency (findings are currently unpublished).

Having developed the Homeless Health Response Bundle, the next stage is to understand its effect on access to healthcare for people experiencing homelessness. 

Potential clinical benefits of the Homeless Health Response Bundle
The evidence associating homelessness with morbidity and mortality is compelling (Seastres et al., 2020; Aldridge et al., 2018; Marmot, 2015). It is clear that housing status has a substantial impact on a person’s burden of disease and injury, and capacity to access care (Linton & Shafer, 2014), yet healthcare professionals do not routinely screen for housing status (Lee et al., 2019). A recent Melbourne study reported that prospective emergency department screening of housing status improved identification of all forms of homelessness from 0.8% to 7.9% (Lee et al., 2019). Without identifying the level of homelessness, it is not possible to respond appropriately to the often, complex healthcare needs and health-related vulnerability of people experiencing homelessness. Therefore, implementation of the Homeless Health Response Bundle will facilitate 1) identification of all levels of homelessness, 2) assessment of health-related vulnerability and 3) prioritisation and response to the issues identified, thereby improving access to healthcare and health outcomes. Unless homelessness and the associated health-related vulnerabilities are identified by clinicians and appropriately prioritised and responded to, this marginalised population will continue to experience substantial health inequalities and premature mortality.
Summary
The impact of homelessness on access to healthcare and health outcomes is compelling and seeking ways to improve equitable access to healthcare is paramount to improving the life expectancy of our most vulnerable populations. Conducting a trial to explore the effect of the Homeless Health Response Bundle is critical to identifying the clinical benefits of this intervention to people experiencing homelessness. A positive study would have implications for public health, in terms of the improvement of access to healthcare and therefore health outcomes for people experiencing homelessness. As the first intervention of its kind, the results of this trial will add considerably to what is known on homelessness and access to healthcare, and how to improve access. The findings will be translatable to other similar settings. Accordingly, we are conducting a prospective randomised phase II hybrid trial to assess the effects of the Homeless Health Response Bundle on readmission rates within 28-days of people experiencing homelessness.
Study objectives
1.2. Primary objective
To determine the effect of the Homeless Health Bundle on reattendances within 28-days to the St Vincent’s Hospital Melbourne Emergency Department.
1.3. Secondary objectives
1. To investigate the acceptability of the Homeless Health Response Bundle to Emergency Department staff members.
2. To investigate the acceptability of the Homeless Health Response Bundle to Emergency Department patients experiencing homelessness.
3. To investigate the effect of the Homeless Health Response Bundle on patient satisfaction with the healthcare received.
4. To investigate the effect of the Homeless Health Response Bundle on patient quality of life.
5. To investigate the cost-effectiveness of the Homeless Health Response Bundle.
6. Impact on access to care measured by:
· Did not wait to be seen
· Referrals to other health professionals
· Disposition (admission/discharge)
· Length of time waiting to be seen
· Triage category
· Length of time in the emergency department
7. To determine the feasibility of using a similar methodology in a Phase III clinical trial powered to evaluate the clinical benefits of the Homeless Health Response Bundle.
8. Implementation outcomes, feasibility, acceptability, appropriateness, of the Homeless Health Response Bundle.

Study design 
1.4. Study design
Phase II hybrid randomised controlled trial of Homeless Health Response Bundle versus usual care in patients experiencing homelessness attending St Vincent’s Hospital Emergency Department.
Study population
1.5. Inclusion criteria

Patients attending St Vincent’s Hospital ED between 7.30am-7.30pm Monday to Friday, will be invited to be screened for homelessness. Of those who are experiencing homelessness, consent will be sought for their participation in this study.

1.6. Exclusion criteria
Patients will be excluded from the study if they:

· are less than 18 years of age;
· are cognitively impaired (due to inability to provide informed consent); 
· are undergoing an emergency procedure or are too unwell (e.g. myocardial infarction);
· are unable to provide informed consent (e.g. heavily intoxicated, too distressed, psychotic, unconscious).
· not experiencing homelessness within the past 6-months

1.7. Withdrawal criteria
Potential participants will be advised via the information and consent materials that they may withdraw from the study at any time. These materials will also advise patients that in this case, the researchers would like to keep any data already provided. 
Study procedures
1.8. Enrolment procedure
A Research Assistant (RA) will attend the Emergency Department between 7.30am-7.30pm Monday to Friday. Following their initial triage and prior to full assessment by an Emergency Department Medical Practitioner or Nurse Practitioner, all patients arriving in ED either via Ambulance or via the Waiting Room will be screened for homelessness using a predetermined script (Appendix 3). Of those who are experiencing homelessness within the last 6-months, these potential participants will have the study explained to them by an RA and will also receive a Participant Information and Consent Form (Appendix 4). Potential participants will be asked for permission to obtain relevant clinical and demographic information from their records for use only in this study. Consent for access to this information is also included in the Information Sheet and Consent Form. Potential participants will be allowed as much time as they need to consider their involvement in the study, and if they agree to participate, written consent will be obtained. Potential participants will have the opportunity to ask questions before completing the consent form. Consenting participants will be offered a $20 supermarket voucher as an incentive to participate in the study. This voucher will be supplied on completion of their episode of care in the Emergency Department, defined as the decision to admit or discharge (Fig 1). 
Homeless Health Response Bundle Intervention Group:
· Homeless Health Access to Care Tool is administered by an Assessment Liaison Early Referral Team (ALERT) staff member
· Decision Assessment Guide is applied by ALERT staff member
· Patient is assessed by Emergency Department clinician and Decision Assessment Guide used to facilitate onward care delivery
Control group (CG):
Usual care, which consists of:
Assessment by Emergency Department clinician

T2 End of episode of care in Emergency Department (RA)
· Consumer feedback survey
· Participant incentive provided ($20 voucher)


Randomisation (RA)
· RA uses a computer-generated block randomisation schedule, in random blocks of 4,6 and 8 to ensure even allocation to each treatment group
Recruitment and Screening (RA)
· Screening to assess eligibility 
· Meet with potential participant prior to confirm eligibility and assess interest in the study 
· If eligible and if potential participant indicates interest:
· Obtain consent
· Allocate study ID number
T1 Baseline (RA)
· Quality of life questionnaire

T3 28-days following attendance (RA)
· Medical chart review to identify Emergency Department reattendances within 28-days
RA: Research Assistant
 
 
T4 30 days (RA)
Telephone/face to face quality of life questionnaire
($20 incentive voucher)


Figure 1. CONSORT diagram
1.9. Screening
The RA will liaise with the nurses in charge of each area of the department to identify patients arrived at the Emergency Department who have been triaged and are eligible for initial screening of homelessness (e.g. not excluded by virtue of cognitive impairment, ability to understand and speak English). Those who are eligible will be screened for homelessness using the script (Appendix 3). Potential participants who are experiencing homelessness will then be invited to participate in the study and provided with a participant information sheet and consent form (Appendix 4). 
1.10. Interventions/ Groups
Intervention: Homeless Health Response Bundle
Participants randomised to the intervention group will receive the Homeless Health Access to Care Tool (Appendix 1). The Homeless Health Access to Care Tool will be administered by a member of the Assessment Liaison Emergency Early Referral Team (ALERT). The ALERT are a multidisciplinary team who assess people attending the Emergency Department with a view to establishing social services support. 

The Homeless Health Access to Care Tool measures health-related vulnerability defined as a person’s burden of disease and/or injury combined with their capacity to access care, in terms of their ability to seek, perceive, reach, pay and engage healthcare (Levesque et al., 2013). The level of vulnerability identified by applying the Tool will be fed into a site-specific Decision Assistance Guide (Appendix 2) that will direct the prioritisation of care and healthcare providers’ response to the person experiencing homelessness. For example, a person presenting to St Vincent’s Hospital Melbourne Emergency Department who is deemed highly vulnerable via the Homeless Health Access to Care Tool, will be comprehensively assessed with consideration of screening for chronic disease, cognitive impairment, housing assessment, referral to the social work team, and admission to the short stay unit in the emergency department. The Decision Assistance Guide has been developed by the research team, in consultation with key stakeholders at St Vincent’s Hospital Melbourne. The Decision Assistance Guide has not yet been tested and receiving feedback and potentially adapting it, will be an important component of this trial. 

Allocation sequence generation
All consented eligible patients will be allocated randomly to intervention and control groups. A set of pre-prepared sealed envelopes containing allocation instructions to either ‘control’ or ‘intervention’ group will be placed in a locked cupboard at the ALERT desk in the Emergency Department waiting room. Once consented to participate, a research assistant will access the envelopes and open a sequentially ordered sealed envelope to identify whether the participant is randomised into the control or intervention group. The envelopes will be pre-prepared by a researcher who is not involved in the study, using a computer-generated block randomisation schedule, in random blocks of 4, 6 and 8 to ensure even allocation to each treatment group.
 
Implementation Approach
The trial adopts the integrated-Promoting Action on Research Implementation in Health Services (iPARIHS) framework, and an adaptation of Proctor’s (2011) evaluation framework, to include an equity lens that identifies risk factors linked to health inequities. The implementation will occur over three phases; pre-implementation, implementation and post implementation (Fig 2). The pre-implementation phase has already commenced and involves the logistical planning, engagement and preparation. A key component of pre-implementation is assessment of site readiness and for this we intend to use the iPARIHS pre-implementation facilitation checklist (Appendix 5).  During pre-implementation, site facilitators will commence training the ALERT staff how to use the Homeless Health Access to Care Tool. The Decision Assistance Guide has been developed with key stakeholders at St Vincent’s Hospital Melbourne. The site facilitator will provide education to the ALERT and Emergency Department staff on how to use the Decision Assistance Guide in the care of participants enrolled in the trial.  

Figure 2. Implementation process

1.11. Allocation concealment
Allocation to the intervention or control group will not be concealed to the RAs, the ALERT staff or the Emergency Department staff. The statistician will be blinded to the allocation of participants to the control and intervention groups. The RA undertaking the follow up at 30 days will be blinded to the allocation of participants.
1.12. Data collection schedule 
Data will be collected at four time points: (T1) at baseline (prior to randomisation); (T2) following completion of the episode of care in the Emergency Department, defined as the decision to discharge, or decision to admit; (T3) 28-days after their attendance to the Emergency Department, and (T4) 35 days after their attendance to the Emergency Department. 
1.13. Duration of treatment/ study
Based on estimates from other studies (Lee et al., 2019) it is anticipated that the accrual target will be reached over a period of 8-16 weeks. Final data collection is planned to be completed by December 2022. Complete analysis of all data is expected to be achieved by June 2023.



Outcomes/ Measures
1.14. Primary outcome
To determine the effect of the Homeless Health Response Bundle on reattendances within 28-days to the St Vincent’s Hospital Melbourne Emergency Department.
. 
1.15. Secondary outcomes
Secondary outcomes are to investigate the effect the Homeless Health Response Bundle access to healthcare in this Emergency Department context. Assessment of feasibility, including recruitment issues and acceptability of the intervention, will also be conducted. These are important considerations in planning a larger Phase III clinical trial.

1.16. Instruments 
Screening for Homelessness
To identify people experiencing homelessness, a standardised script will be used (Appendix 4). The script was developed by Lee et al., (2019) and used in their study to prospectively screen for homelessness in an Emergency Department in Melbourne, Australia. The script asks about the patient’s current accommodation and their accommodation in the last 6-months. The screening for homelessness will be administered by an RA via Microsoft Forms and stored on the St Vincent’s Hospital Melbourne, password protected secure server. 

Homeless Health Access to Care Tool
The 24-item Homeless Health Access to Care Tool identifies a person as either a high (>16 points), moderate (10-15 points) or a low (>9points) level of health-related vulnerability. The Homeless Health Access to Care Tool (Appendix 1) will be administered by ALERT staff members via the ALERT electronic running sheet through the ACCESS Microsoft platform, which is password protected on the St Vincent’s Hospital Melbourne secure server. 

Decision Assistance Guide
The Decision Assistance Guide (Appendix 2) has been developed by the research team, in consultation with key stakeholders at St Vincent’s Hospital Melbourne. The Decision Assistance Guide has not yet been tested for feasibility, and this will be an important component of this trial. The Decision Assistance Guide will be administered via the ALERT running sheet run through the ACCESS Microsoft platform, which is password protected on the St Vincent’s Hospital Melbourne secure server. Application of the Decision Assistance Guide will be led by ALERT staff members.

Satisfaction with Quality of Life Questionnaire
The Satisfaction with Life Domains Scale has 15-items, each rated using a choice of 7-smiling to grimacing faces. The Satisfaction with Life Domains Scale (Appendix 6) has been used previously to evaluate quality of life in people experiencing homelessness (Gentil et al., 2020, 2019). There are currently no quality of life questionnaires available that have been validated for use in people experiencing homelessness. A recent systematic review identified the most frequently used tool is that developed by Lehman (1988, 1993), and has been validated for people experiencing chronic mental health issues, but not for homelessness (Fike & Aronowitz, 2022). The Lehman tool is fairly long, with over 20-items, which may be problematic in this study, in terms of engaging participants to complete it during their attendance to the Emergency Department. The Satisfaction with Life Domains Scale will be administered by an RA via Microsoft Forms and stored on the St Vincent’s Hospital Melbourne password protected secure server.

Patient experience
The Australian Hospital Patient Experience Question Set (Appendix 7), developed by the Australian Commission on Safety and Quality in Health Care, will be administered to study participants on completion of their episode of care. This 12-item questionnaire will provide feedback on their satisfaction of the care they have received. The patient experience survey will be administered by an RA via Microsoft Forms and stored on the St Vincent’s Hospital Melbourne password protected secure server.


Acceptability, appropriateness and feasibility survey
The tool developed by Weiner et al., (2017) will be used to explore the perceptions of the Emergency Department staff members on the acceptability, appropriateness and feasibility (Appendix 11) of the Homeless Health Response Bundle. The survey will be administered via Microsoft Forms. Participants will be invited by email, with one reminder email sent to them (Appendix 8,10). A participant information sheet will be attached to the email invitation (Appendix 9). Data will be stored on the St Vincent’s Hospital Melbourne password protected secure server.


Focus Groups
To further explore the relevance of the Homeless Health Response Bundle trial to improving access to care for people experiencing homelessness, a series of focus groups will be undertaken with the Emergency Department staff involved in the trial (Appendix 12, 13, 14). This will include the ALERT staff members and the wider Emergency Department staff. Staff members will be invited to participate in a focus group via email (Appendix 13), the participant information sheet will be attached to the email (Appendix 14), and consent provided in writing.  

Resource utilisation
The impact of the Homeless Health Response Bundle on access to healthcare will be assessed using data usually collected as part of a patient’s attendances, including
1) Length of stay in the Emergency Department
2) Referrals made
3) Disposition (discharge/admission)
4) Triage in Emergency Department
5) Length of time to be seen
6) Investigations Undertaken
7) Did not wait to be seen
8) Code Grey – incidences of violence and or aggression

1.17. Potential confounders and biases
The ALERT and Emergency Department staff members will be involved in providing care to participants on both arms of the trial. Therefore, there is potential for participants on the non-intervention arm to receive care contaminated by prior experiences and knowledge of the Homeless Health Access to Care Tool and the Decision Assistance Guide. We are not able to allocate separate staff members to provide care on each separate arm of the study. 
Statistical methods
1.18. Sample size 
The primary outcome measure of this trial is a 20% reduction of reattendances to the Emergency Department of people experiencing homelessness. A study by Lee et al., (2019) showed  re-attendances  in the homeless population to be 43%. To reduce hospital re-attendances by 20% (i.e., reduce from 43% to 23%) between the intervention and usual care groups, 86 participants will be required per group achieve 80% power with a significance level of 5%, 104 after accounting for 20% dropout. Therefore, a total sample size of 208 participants will be enrolled in this study. Sample size calculations were produced using PASS (https://www.ncss.com/software/pass/).
1.19. Feasibility
Assuming an 80% participation rate, approximately 200 patients will need to be invited to participate over the 4-month period allocated for data collection. This is feasible based on the number of people experiencing homelessness that attend the Emergency Department each day (Approximately 5 per day). 
1.20. Analytical plan

Primary outcome
Data will firstly be transferred into SPSS v27 for analysis (IBM Corp., Armonk, NY). Categorical outcomes such as  the proportion of hospital readmittance within 28 days, will be described using frequencies and percentages and analysed using logistic regression.  Continuous outcome variables such as quality of life will be described using means and standard deviations and analysed using general linear models. Mixed models will be used when analysing longitudinal data. Balance between control and intervention demographics will be examined and variables out of balance and related to the outcome will be adjusted for in the final model. Estimates will be presented as difference in means and odds ratios between intervention and control groups with 95% confidence intervals. Assumptions of all models will be assessed by examining the residuals of models with descriptive statistics and plots, with appropriate solutions provided as required (e.g. Bootstrapping or log transformation). 

Secondary outcomes
Quantitative survey responses will be collected via Microsoft Forms and exported to Xcel or SPSS for descriptive analysis. A confirmatory factor analysis will be undertaken of the completed Homeless Health Access to Care Tool data. Open ended survey answers and the qualitative focus group data will be transcribed verbatim and analysed descriptively through thematic analysis (Braun & Clark, 2006) via NVivo (V.12, QRS International) software.

Cost effectiveness analysis will be undertaken using cost estimates of the services received by the participants in the intervention and non-intervention arms. 

Feasibility of Phase III trial
Descriptive statistics will be used to calculate rate of recruitment, the number of eligible patients who agreed to participate, the number of patients who received the correct protocol and the number of patients who completed the trial. Acceptability of the intervention will be evaluated by using descriptive statistics to determine the number of intervention group participants who were subject to the Homeless Health Response Bundle.

1.21. Data cleaning and missing data
Strict data typographical verification protocols and consistency check protocols will be employed. A coding manual will be developed to list appropriate values for the variables, and a log kept of decisions made with regard to valid ranges and codes.
Patterns of missing data, including the extent and distribution of missing values, will be evaluated to assess potential missing data mechanisms. 
Study administration and data management
1.22. Patient Identification
All patients screened for the study will be entered on the Patient Screening Log at their initial visit during the study period. The patients unique medical record number will be used to identify their screening for homelessness. In the event a patient is excluded from study participation, the reason is to be documented on the Screening Log.  Each consenting patient will be assigned a participant ID number just prior to completing the Satisfaction with Life Domains, quality of life tool. This number and the patient information are to be entered on the case report form (CRF). All other data will only use the ID number and stored separately from the CRFs.
1.23. Case Report Forms 
All required data must be clearly recorded on the appropriate CRFs. Every effort must be made to ensure that the dates recorded on CRFs are accurate. The study will be conducted using digital CRFs. All members of the research team will follow study specified security processes and ensure confidentiality of passwords is maintained. 

1.24. Data handling and record keeping
Unique project codes will be assigned to participants on entry to the project and stored securely and separately from participant data. During each data collection, research staff will enter participant data into a database. The qualitative component focus groups will be audio recorded, and during transcription, names and any other identifying data will be replaced with pseudonyms. At no time will identifiable study information be reported or available to persons other than the research personnel. 
1.25. Storage and disposal of records
While the study is ongoing, paper-based participant data will be stored in the locked filing cabinets in a locked office of Mr Andrew Chan, at St Vincent’s Hospital Melbourne. Electronic data will be password-protected and also kept at St Vincent’s Hospital Network Melbourne on a secure server, which is backed up daily. Access to the database and passwords will be restricted to the Principal Investigator and research team. 
Study-related records for all participants will be retained in a secure storage facility at St Vincent’s Hospital Network Melbourne for at least 15 years after the completion of the research, according to the National Health and Medical Research Council. These include: data files, study protocol, signed consent forms, ethics correspondence and approvals, and other documents pertaining to the conduct of the study. 
After this time, study-related records will be disposed. Computer files will be deleted and removed from the mainframe computer. Paper copies of the data will be shredded and destroyed in the confidential waste.
1.26. Monitoring
1.26.1. [bookmark: _Toc301790789]Interim analysis
As participants for this trial are not anticipated to be recruited over an extended period of time and there are no anticipated safety issues, interim analyses for safety or efficacy will not be conducted.
1.26.2. Adverse Event Reporting
Any adverse events that arise, whether related to the study intervention or not, will in the first instance be reported to the Medical Director of the Emergency Department and to the Principal Investigator who will then submit a report of the event to the HREC. The standard reporting system for St Vincent’s Hospital Melbourne will also be followed.
Regulatory & ethical considerations
1.27. Compliance with regulatory guidelines
This study will be conducted in compliance with the National Health and Medical Research Council National Statement on Ethical Conduct in Human Research, The Australian Code for the Responsible Conduct of Research, and the Declaration of Helsinki.
1.28. Ethical review
Prior to the commencement of the study, the protocol and any amendment(s), Participant Information and Consent Forms, study instruments, and any other relevant documents will be submitted to a relevant Human Research Ethics Committee (HREC).  The study will comply with HREC regulations throughout the study.  

During the course of the study, the Principal Investigator will submit to the HREC the following:  
· amendments to the protocol, 
· serious and unexpected adverse events and the outcome, and
· any additional relevant information.

Progress reports will be provided to the HREC annually or as required. At the end of the study, the Principal Investigator will inform the HREC in writing that the study has ended and provide a report of the study findings.
1.29. Ethical considerations
Participation in this study is voluntary and will not affect any aspect of a participant’s treatment by their clinician(s). There will be no cost to the participant from being involved in the study. 
As participants who are cognitively impaired, as confirmed by diagnosis noted in medical record or by a treating clinician, do not have the capacity to consent, these patients will be excluded from the study.
In acknowledging that people experiencing homelessness are often vulnerable, the research team have carefully designed this study to ensure that it is respectful of participants, and mitigates discomfort and distress, where possible. People experiencing homelessness may also be experiencing mental illness, and mental health conditions are known to be more prevalent among this vulnerable population. Each of the data collection tools in this study have been carefully chosen to ensure they are clear, respectful, and culturally appropriate. The Research Assistants involved in the study are likely to be homeless health support workers, already employed within St Vincent’s Hospital Melbourne and therefore experienced communicators with vulnerable populations. For any research assistants who are not support workers, we will ensure they are carefully briefed as to their role and the preferred approach to engaging with people experiencing homelessness.  During the data collection period, the research assistants will be supported by Andrew Chan, Manager ALERT, and they can escalate any issues, concerns of questions to Andrew. 
Where a potential participant is not able to read the Participant Information Sheet (Appendix 5), the information sheet will be read out by the research assistant.  This approach has been used in other research with vulnerable population groups where there may be literacy or other issues that preclude reading or signing written information.  
In administering the Homeless Health Access to Care Tool (Appendix 1) there is a small risk of psychological discomfort or distress to participants, because some of the questions may prompt them to recall or discuss the challenges or trauma they have previously, or are currently, experiencing. The questions in the Homeless Health Access to Care Tool have been adapted from the Vulnerability Index-Service Prioritisation Decision Assistance Tool (VI-SPDAT). The VI-SPDAT is used as part of usual care in many organisations across Australia, to assess and prioritise people experiencing homelessness for housing.  The VI-SPDAT has been validated through research. The Homeless Health Access to Care Tool has been adapted from the VI-SPDAT by the Homeless Health Research Team, St Vincent’s Hospital; a group of expert clinicians, peer support workers and academics. The Homeless Health Access to Care Tool has been subject to a Delphi study in 2021, and pilot psychometric testing in 2022. The Homeless Health Access to Care Tool has been administered to n=15 people experiencing homelessness and has, to date, not caused any distress or alarm to those receiving it. 
To mitigate any potential risk, the ALERT clinicians who will be administering the Homeless Health Access to Care Tool are all health care professionals who work within the Emergency Department at St Vincent’s Hospital Melbourne. The ALERT team have expertise in communicating with people experiencing vulnerability and are educationally prepared to support people in distress. If a participant becomes distressed at any point during the study, the ALERT clinicians will offer to pause the data collection, and recommence if the participant agrees, or cease the data collection and withdraw the participant from the study. In such an instance, the ALERT team member will ensure that participant has access to the health support they require, including counselling or medical assessment. 
1.30. Relevant experience of researchers.
Dr Jane Currie is Associate Professor at the Queensland University of Technology and has been undertaking research with vulnerable populations since 2019. Dr Currie has research expertise in mixed methods studies. This is the first trial Dr Currie has conducted and she is well supported by Dr Hutton, Professor Duff, and Ms Jones. 
Dr Jennie Hutton is an Emergency Physician that has worked at St Vincent’s Hospital Melbourne for over 20 years she has been implementing clinical research  in Inclusive Health projects in the Emergency Department for the last 5 years. She has supervised a number of MDRP students and had supported Indigenous research at St Vincent’s Hospital Network, Melbourne and published a number of papers in this area.
Ms Claire Doherty is the Senior Research and Evaluation Officer, St Vincent’s Hospital Network, Melbourne. Ms Doherty has participated in several research projects previously and has a special interest in vulnerable populations, specifically homelessness.

Mr Andrew Chan is Manager of the Psychosocial stream of the Healthcare for the homeless department and has worked at St Vincent’s for 20 years leading teams within both the acute and community setting in supporting the vulnerable client group including those experiencing homelessness. 
Ms Lee Jones is Biostatistician in the Research Methods Group, Faculty of Health, School of Public Health and Social Work, Queensland University of Technology.  Ms Jones has training and experience in conducting a variety of quantitative analyses. She is currently undertaking her PhD.

Ms Paisley Suggett is a Registered Nurse with a Master’s in Public Health and Tropical Medicine. Having worked across various nursing specialties, she has worked for St Vincent’s Hospital Melbourne for the past 3 years in the Complex Care and Homeless Health teams. Paisley received a Research Endowment Fund grant in 2021, to complete a research project exploring access to sexual healthcare for clients experiencing homelessness. 
 
Professor Jed Duff is Chair of Nursing at Royal Brisbane and Women’s Hospital and Queensland University of Technology. The focus of his research is improving healthcare outcomes through multidisciplinary practice-based research with a particular emphasis on implementation science. Prof Duff has expertise in quantitative, qualitative, participatory, and mixed methods.
 

Publication and use of study findings
1.31. Ownership of data
The data emerging from this study will remain the property of the Principal Investigator, who has responsible for its security and long-term storage, and who will take responsibility for analysing the data. 
1.32. Dissemination of findings
All results reported will be of aggregate (pooled) findings. Individual participants or their results will not be identifiable in any reports or presentations about the research.
The results of this research will be presented at scientific conference(s) and disseminated via peer-reviewed publication(s).
1.33. Acknowledgment of funding
All publications, resources and any other materials produced will acknowledge the sources of funding, Research Endowment Fund, St Vincent’s Hospital Melbourne and the Inclusive Health Program, St Vincent’s Hospital Sydney.
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Pre-implementation


Assessment of readiness for change, e.g. attitude survey, identify opinion leaders, knowledge.
Logistical planning, e.g bespoke decision assistance guide, training in use of the Tool. Appoint site facilitator.
Ethics application, site governance. 
Survey stakeholder attitude and knowledge of homelessness. 



Implementation


All attendances screened for homelessness.
Randomise people experiencing homelessness to intervention and non intervention.
Data collected via electronic  medical recrds
Site specific decision assistance guide directs onward prioritisation and response from healthcare professionals.



Post-implementation


Evaluation of acceptability, adoption, appropriateness, feasibility, penetration, cost-impact. 
Data collection at 6-months prior to 6-months post Bundle exposure: reattendances, levels of homelessness, did not wait, referrals, cost-estimation, survey knowledge, attitudes, focus groups. 
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